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This is in response to the appeal brief filed 2/22/2007 appealing from the Office action 
mailed 5/4/2006. 
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(1) Real Party in Interest 

A statement identifying by name the real party in interest is contained in the brief. 

(2) Related Appeals and Interferences 

The examiner is not aware of any related appeals, interferences, or judicial 
proceedings which will directly affect or be directly affected by or have a bearing on the 
Board's decision in the pending appeal. 

(3) Status of Claims 

The statement of the status of claims contained in the brief is correct. 

(4) Status of Amendments After Final 

The appellant's statement of the status of amendments after final rejection 
contained in the brief is correct. 

(5) Summary of Claimed Subject Matter 

The summary of claimed subject matter contained in the brief is correct. 

(6) Grounds of Rejection to be Reviewed on Appeal 

The appellant's statement of the grounds of rejection to be reviewed on appeal is 
correct. 

(7) Claims Appendix 

The copy of the appealed claims contained in the Appendix to the brief is correct. 

(8) Evidence Relied Upon 

4,867,163 Schaldach 9-1989 

6,477,406 Turcott 11-2002 
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5,935,081 Kadhiresan 8-1999 

5,321,618 Gessman 6-1994 ■ 

2002/0026223 Riff 2-2002 

(9) Grounds of Rejection 



The following ground(s) of rejection are applicable to the appealed claims: 



Claim 


Limitation 


Disclosure of limitation in Schaldach 

■ w w w M I w wi iii i ii ia ii vi i iii %^wimivmwii 

(US 4,867,163) 


1 


An implantable device comprising: 


A schematic representation of the device 
is shown in Figure 1, the implantable 
componentry denoted by 160 and 110. 




An imnlsantahlo hniiQinn 
r\\ \ li I i^jid 1 1 id uitz I luuoii iy 


Thp imnlantahlp hniiQinn iq Qhown in 
i i ic ii i ifJici 1 1 iciuic? i luuoiiiy io oi njvvn tit 

Figure 1 as element 160. 




A plurality of implantable electrodes 
coupled to the housing and 
configured for sensing cardiac 

eitJUii loci i douviiy 


The plurality of implantable electrodes 
are shown as "A" and "V" on element 
1 1 1 in Figure 1 and described at column 

ft linp<* 9^-98 

U, III ICO C-\J C-\j . 




Detection circuitry provided in the 
housing and coupled to at least 
some of the plurality of electrodes, 
the detection circuitry producing a 
caraiac eiectncai signal in response 

tn the* QpnQPH parrliap pl^ptrippl 

LU 11 1C OCI lOV/VJ IsCllVJICILr CICULI ludl 

activity 


The detection circuitry is shown as, e.g., 
element 509 in Figure 5 and described 
at column 21, lines 4-8. 




An implantable sensor configured to 
sense movement of a heart and 
produce a sensor signal in response 
to the sensed heart movement 


The movement sensor, in the form of 
"sound pickups", is described at column 
7, lines 61-68. Further these pickups 
sense heart movement or "mechanical 
contractions". 




Sensor circuitry provided in the 
housing and coupled to the sensor, 
the sensor circuitry configured to 
produce an audio signal in response 
to the sensor signal 


Figure 1 shows the circuitry as elements 
116-124. 




Memory provided in the housing and 
coupled to the detection circuitry and 
sensor circuitry, the memory 
configured to store the audio signal 
and the cardiac electrical signal 


The memory is shown as element 1 12 in 
Figure 1 and described at column 8, 
lines 39-43. 




A controller provided in the housing 


The controller is shown as element 113 
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and coupled to the memory, 
detection circuitry, and sensor 
circuitry 


in Figure 1. 




Communications circuitry provided 
in the housing and coupled to the 
controller, the communications 
circuitry configured to telemeter the 
cardiac electrical signal and the 
audio signal to a patient-external 
device 


The communications circuitry is shown 
as element 116 and described at column 
8, lines 19-24. The cardiac electrical 
signal and audio signal (or "physiological 
measured" or "input variables" of column 
8, line 6) are telemetered to a patient- 
external device at column 23, lines 20- 
45. 


17 


A medical system comprising: 






A patient implantable device 
comprising: 


A schematic representation of the device 
is shown in Figure 1, the implantable 
componentry denoted by 160 and 110. 




A housing 


The implantable housing is shown in 
Figure 1 as element 160. 




A plurality of electrodes coupled to 
the housing and configured for 
sensing cardiac electrical activity 


The plurality of implantable electrodes 
are shown as "A" and "V" on element 
1 1 1 in Figure 1 and described at column 
8, lines 25-28. 




Detection circuitry provided in the 
housing and coupled to at least 
some of the plurality of electrodes, 
the detection circuitry producing a 
cardiac electrical signal in response 
to the sensed cardiac electrical 
activity 


The detection circuitry is shown as, e.g., 
element 509 in Figure 5 and described 
at column 21, lines 4-8. 




A sensor configured to sense 
movement of a heart and produce a 
sensor sianal in resoonse to the 

vv 1 1 \J\J 1 yJ I y 1 1 \A 1 III 1 \s \J yj \J 1 1 ww lv III w 

sensed heart movement 


The movement sensor, in the form of 
"sound pickups", is described at column 
7 lines 61-68 Further these oickuos 
sense heart movement or "mechanical 
contractions". 




Sensor circuitry provided in the 
housing and coupled to the sensor, 
the sensor circuitrv confiaured to 
produce an audio signal in response 
to the sensor signal 


Figure 1 shows the circuitry as elements 
116-124. 




Memory provided in the housing and 
coupled to the detection circuitry and 
sensor circuitry, the memory 
configured to store the audio signal 
and the cardiac electrical signal 


The memory is shown as element 112 in 
Figure 1 and described at column 8, 
lines 39-43. 




A controller provided in the housing 


The controller is shown as element 113 
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and coupled to the memory, 
detection circuitry, and sensor 
circuitry 


in Figure 1. 




Communirations rirruitrv nroviripd 
in the housing and coupled to the 
controller, the communications 
circuitrv confiaured to telemeter the 

Vsll vl4 1 LI J \s v 1 IIIMWI w \a Iv Lv Iw 1 1 Iv I v 1 \t IV/ 

cardiac electrical signal and the 
audio signal 


Thp oommuninations nirnuitrv is shown 
as element 116 and described at column 
8, lines 19-24. The cardiac electrical 
sianal and audio sianal for "ohvsioloaical 
measured" or "input variables" of column 
8, line 6) are telemetered to a patient- 
external device at column 23, lines 20- 
45. 




A natipnt pvtprnal Hpvirp 

r\ LJ CJ 1 1 0 1 11 CA LC 1 1 1 Ct 1 UUVIUC 

comprising: 


Thp pytprnal Hpvirp is shown 

1 IIC CAlvl 1 lul UuVlvv 1 0 Ol IUVVI 1 

schematically as elements 125 and 150 
in Figure 1. 




Patient-external communications 
circuitry configured to receive the 
cardiac electrical signal and the 
audio signal telemetered from the 

natipnt-imnlantahlp dpx/irp 

UGll^l 11 1 1 1 1 IJ Id 1 1 LCI Ks lu V IV/v 


The communications circuitry is shown 
as, e.g., elements 125, 151 and 155 in 
Figure 1, and described textually at 
column 23, lines 20-45. 




A user interface coupled to the 
patient-external communications 
circuitry, the user interface 
configured for providing a visual 
nutnut rpnrpspntatix/p of thp rardiar 

Wvllk/UL 1 v 1 COvl 1 IC* 11 V t/ \Jl LI 1^ vdlvllClw 

plpctrical sianal and an audio outout 
representative of the audio signal 


The user interface is shown as elements 
157 and 158 in Figure 1, and described 
at column 23, line 24. 


30 


Wherein at least one of the patient- 
implantable device and patient- 

pytprnal Hpx/ipp nroviHps timp 

CAICI 1 lul UUVIUC k/l U V 1 v<l vO LI 1 1 IC 

correlation between the cardiac 
electrical signal and the audio signal 


The time correlation is described at 
column 23, line 46 to column 24, line 16. 




AA IIICLIIUU UUI l IjJI ion ly . 






Sensing, from within a patient, 
movement of a heart and producing 
a sensor signal in response to the 
sensed heart movement 


The plurality of implantable sensing 
electrodes are shown as "A" and "V" on 
element 111 in Figure 1 and described 
at column 8, lines 25-28. 




Prnrlurinn within thp natipnt an 

1 1 VJVJ U V/l 1 1 M , VV 1 LI III 1 LI l\s k/CILIvIll, CI 1 1 

audio signal using the sensor signal 


A movpment sensor in the form of 

/ \ 1 1 1 \J V V 111 Vw/ 1 I V VV 1 1 \J\J 1 , III III W 1 V 1 1 1 1 V/ 1 

"sound pickups", is described at column 
7, lines 61-68. 




Detecting, within the patient, cardiac 
electrical activity and producing a 
cardiac electrical signal in response 
to the detected cardiac electrical 
activity 


The detection circuitry is shown as, e.g., 
element 509 in Figure 5 and described 
at column 21, lines 4-8. 
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Storing, within the patient, the audio 
signal and the cardiac electrical 
signal 


The memory for storing is shown as 
element 112 in Figure 1 and described 
at column 8, lines 39-43. 




Tplpmpfprinn thp audio sional and 

the cardiac electrical signal to a 
patient-external location 


Thp rommunirations nirruitrv is shown 

1 1 1 w vvl 1 II I IUI IIVyC4l.Iv/l IO V/ll vUlll V IO Ol IvVVI 1 

as element 116 and described at column 
8, lines 19-24. The cardiac electrical 
signal and audio signal (or "physiological 
mpasurpd" or "inout variablps" of nolumn 

8, line 6) are telemetered to a patient- 
external device at column 23, lines 20- 
45. 


35 


Wherein the sensor comprises an 
accelerometer signal 


The accelerometer is disclosed at 
column 7, lines 60-61 (i.e. "pressure or 
sound pickups") and column 20, line 68 
(i.e. "microphone"). 


38 


Wherein storing comprises time 
correlating the audio signal and the 
cardiac electrical signal 


The time correlation is described at 
column 23, line 46 to column 24, line 16. 



Claims 


Limitation lacking explicit 
disclosure from Schaldach 
(US 4,867,163) 


Teaching from 
secondary reference 


Motivation to 
combine the primary 
and secondary 
references 


17 


A user interface coupled to 
the patient-external 
communications circuitry, 
the user interface configured 
for providing... an audio 
output representative of the 
audio signal. 


Well known teachings 
in the art to provide 
audio output, e.g., US 
5,010,889, 5,737,429, 
and 4,220,160. 


To quickly diagnose 
cardiac pathology by 

ear. 


4 and 

36 


Wherein the sensor 
comprises a piezoelectric 
transducer. 


Turcott (US 
6,477,406) teaches of 
using an implanted 
piezoelectric 
transducer (col. 10, 
line 17). 


To provide a 
mechanical to 
electrical transducer 
(col. 10, line 13) 
sensitive to the 
desired frequency 
band (col. 10, lines 30- 
33). 


8, 11, 
and 40 


Wherein the plurality of 
electrodes is configured for 
subcutaneous, non- 
intrathoracic placement 


Kadhiresan (US 
5,935,081) teaches of 
providing cardiac 
electrodes to a 
subcutaneous, non- 


To simplify 
implantation and 
maximize signal-to- 
noise (col. 2, lines 55- 
62). 
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intrathoracic 
placement (col. 2, line 
59). 




14 


Wherein the cardiac therapy 
comprises cardiac 
defibrillation therapy. 


Gessman (US 
5,321,618) teaches of 
providing cardiac 
defibrillation therapy 
(abstract). 


To treat a variety of 
potentially life- 
threatening 
arrhythmias (col. 1, 
lines 15-22). 


18 


Wherein the user interface is 
configured for providing an 
audio output representative 
of the cardiac electrical 
signal. 


Gessman (US 
5,321,618) teaches of 
providing an audio ! 
output representing a j 
cardiac electrical 
signal (abstract). 


To transfer the signal 
in a way that is 
perceivable by 
humans (col. 1, lines 
36-53). 


22 and 
33 


Wherein the 

V ¥ 1 1 1 V> III 11 l\/ 

communications circuitry is 
configured to telemeter the 
cardiac electrical signal and 
the audio signal from the 
patient-implantable device to 
the patient-external device in 
response to a user request. 


Gessman (US 
5,321,618) teaches of 
providing 
transmission in 
response to a user 
request at column 4, 
lines 57-65. 


To allow transmission 
at a time that is 
convenient for the 
user. 


23 and 
34 


Wherein the 

rnmnriunirations rirruitrv is 

configured to telemeter the 
cardiac electrical signal and 
the audio signal from the 
patient-implantable device to 
the patient-external device in 
response to a request by the 
patient-external device. 


Gessman (US 
5 321 618^ teaches of 
providing 
transmission in 
response to a patient- 
external device at 
column 4, lines 57-65. 


To allow transmission 
at a timp that is 

oi a in i iv Li ioi io 

convenient for the 
user. 


24 43 
and 47 


\A/hprpjn fhp 

V VI 1^1 vll 1 11 Iv 

communications circuitry is 
configured to telemeter the 
cardiac electrical signal and 
the audio signal from the 
oatipnt-imnlantable device to 
the patient-external device in 
real-time. 


fip^man (US 

V-/t/OOI MUM ^VJU 

5,321,618) teaches of 
providing the signal in 
real-time (abstract) 
because the signal is 
transmitted over 
telephone, which 
operates in real-time. 


To nrovidp 
immediate/current 
information on the 
state of the patient. 


31 


Wherein the user interface 
comprises a speaker 
configured to broadcast the 
audio signal. 


Gessman (US 
5,321,618) teaches of 
providing a speaker 
(Figure 1, element 
12). 


To transfer the signal 
in a way that is 
perceivable by 
humans (col. 1, lines 
36-53). 
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15 


Further comprising a patient 
actuatable trigger configured 
to communicate a trigger 
sianal to the controller via 
the communications 
circuitry, the controller 
initiating storing of the 
cardiac electrical signal and 
the audio signal in the 
memory in response to the 
trigger signal. 


Riff (US 
2002/0026223) 
teaches of providing a 
oatient-actuatable 
trigger (par. 0026). 


To provide current 
cardiac information 
when a user desires 
(oar 0026) 


26, 42, 
and 48 

CI 1 i\J *T w 


Further comprising a server 
rommunirativplv rounlpri to 
one of the patient- 
implantable device and the 
patient-external device. 


Riff (US 
2002/0026223} 
teaches of providing a 
server (113) in 
communication with 
the implantable 
device and a patient 
external device (102 
and 118). 


To store large 
amounts of data 
accessible to many 
people (par. 0005- 
0007). 


27 


Further comprising a server 

pnmmi ininatix/pk/ pniinlpH \c\ 
uui i ii i iui i iv^eiu vciy vvVJupiv^vj wj 

the patient-implantable 
device and the patient- 
external device. 


Riff (US 
2002/0026223^ 
teaches of providing a 
server (113) in 
communication with 
the implantable 
device and a patient 
external device (102 
and 118). 


To store large 

amounts nf data 

accessible to many 
people (par. 0005- 
0007). 


28 


Further comprising a server 
communicatively coupled to 
the patient-implantable 
device and the patient- 
external device, wherein the 
caroiac electrical signal ana 
the audio signal are 

tplprriptprpH from thp 

patient-implantable device to 
the server and 
communicated from the 
server to the patient-external 
device. 


Riff (US 
2002/0026223) 
teaches of providing a 
signal from an 
implanted device to 
ine server ^rig. im, 
102 to 112) and from 
thp Qprvpr to thp 

11 1C Owl VCI IU LI IV 

patient-external 
device (112 to 118). 


To maintain the server 
in an updated/current 
state and provide 
accurate information 
to the external device. 


29 


Further comprising a server 
communicatively coupled to 


Riff (US 
2002/0026223) 


To allow the user to 
view/check the data 
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the patient-external device, 
wherein the cardiac 
electrical signal and the 
audio signal are telemetered 
from the patient-implantable 
device to the patient- 
external device and 
communicated from the 
patient-external device to 
the server. 


teaches of providing 
data from the 
implanted device to 
the patient-external 
device to the server 
(Fig. 1A, 102 to 104 to 
112). 


before it is sent to the 
server. 



(10) Response to Argument 

A. The rejection under 35 U.S.C. 102(b) of Claims 1-3, 5-7, 9, 10, 12, 13, 16, 
17, 19-21, 25, 30, 32, 35, 37-39, 41, and 44-46 is improper because 
Schaldach fails to teach each of the claimed limitations. 

1. Independent claim 17: 

Appellant argued that Schaldach is lacking a disclosure of communicating an 
audio signal that represents a cardiac non-electrophysiologic activity to a patient- 
external device. However, Schaldach discloses manipulating various combinations of 
sensed variables with the external display (see col. 23, lines 20-65; col. 26, line 18-col. 
27, line 29). An example of which is sensed using the "pressure or sound pickups" of 
column 7, line 60. This is further specifically indicated at column 26, lines 63-68, 
wherein Schaldach discloses displaying a figure based on the PEP (which is a variable 
determined with a mechanical/audio sensor). Regardless of the fact that these signals 
sensed with a "sound pickup" are presented to a user in visual form, the Examiner 
maintains that this is an "audio signal" that is communicated to a patient-external 
device. For the variables to be displayed on an external device (which Schaldach 
clearly discloses), it is necessary that these signals be transferred from the internal 
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device, and this is accomplished via the telemetry interface (151). Further, the 
Examiner maintains the assertion that a visual representation of the audio signal is an 
"audio output" under the broadest reasonable interpretation. The "audio output" does 
not require that the output be capable of being heard by a human ear any more than the 
"audio signal", which is transferred over wires and an RF telemetry interface, be capable 
of being heard by a human ear. Since the "audio signal" of Appellant's invention is 
clearly not capable of being heard, for example over the telemetry interface, the modifier 
"audio" does not require that the signal be capable of being heard by an ear. For 
example, it is not unreasonable to consider the tracing of an oscilloscope connected to 
a microphone as an "audio output". 

2. Dependent claim 35 

Appellant argued that the accelerometer disclosed by Schaldach is used to 
detect patient activity, and not to provide an actual acceleration signal. Further, 
Appellant argued that this signal is not capable of being heard by the human ear. 
However, the heart is part of the body, so detecting movement of the body detects 
movement of the heart. Since the "characteristic field" is displayed to the user via 
element 157, and this "characteristic field" comprises the accelerometer signal (which 
detects movement of the heart), the Examiner maintains the previous rejection. Further, 
the "pressure or sound pickups" of Schaldach's column 7 measure the accelerations of 
their surrounding media (whether tissue, blood, etc.), rendering them "accelerometers". 

3. Dependent claims 30 and 38 
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Appellant argued that concurrent display of variables, as taught by Schaldach, 

does not anticipate the claim limitation that the signals be "time correlated" because a 

skilled artisan would not interpret the term "time correlated" to mean that two signals are 

displayed on a monitor at the same time. However, Schaldach discloses that two 

"characteristic fields", such the audio and electrical signals, can be displayed along with 

a time axis (col. 23, lines 39-65), rendering the variables "time correlated". 

B. The rejection under 35 U.S.C. 103(a) of claims 17, 19-21, 41, 45, and 46 
fails to correspond to the claimed invention and the requisite evidence of 
motivation to combine the references as asserted has not been established. 

Appellant argued that the obviousness rejection of claim 17 is an impermissible 

evocation of Official Notice because there is no evidence of instant and unquestionable 

demonstration of a device to "implantably produce and store an audio signal, transfer 

the audio signal to a patient-external device, and to provide an audio output of the audio 

signal". However, the Examiner merely asserted that it is known in the art to "provide 

audio signals representative of the audio events of the heart" (see Office Action 

2/17/2006, paragraph 19), and supplied several references which teach this principle. 

Schaldach provides the teaching of the other claim limitations, e.g., "implantably 

produce and store an audio signal, transfer the audio signal to a patient-external 

device". 

Appellant further argued that there exists no motivation to modify Schaldach 
because Schaldach is not concerned with "diagnosing cardiac maladies", but with 
controlling a cardiac pacing device. However, this control is based on diagnosing a 
problem/less-than-optimal performance of the heart, and then correcting this with the 
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help of a physician's control or closed-loop control. As such, the Examiner considers 
this to be analogous to the problem-solving areas of the cited art. 

C. The rejection of dependent Claims 4 and 36 is improper because the 
asserted combination of Schaldach and Turcott fails to teach or suggest each of 
the claimed limitations and the requisite evidence of motivation to combine the 
references as asserted has not been established. 

In response to applicant's argument that there is no suggestion to combine the 

references, the examiner recognizes that obviousness can only be established by 

combining or modifying the teachings of the prior art to produce the claimed invention 

where there is some teaching, suggestion, or motivation to do so found either in the 

references themselves or in the knowledge generally available to one of ordinary skill in 

the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988)and In re 

Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, a skilled artisan 

will recognize the obvious interchangability of mechanical transducers, such as 

piezoelectric transducers, and Turcott further indicates the motivation of detecting a 

frequency conducive to heart sound sensing, as indicated above and the Office Action 

of 2/17/2006. 

D. The rejection of dependent Claims 8, 11, and 40 is improper because the 
asserted combination of Schaldach and Kadhiresan fails to teach or suggest each 
of the claimed limitations and the requisite evidence of motivation to combine the 
references as asserted has not been established. 

In response to applicant's argument that there is no suggestion to combine the 
references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
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references themselves or in the knowledge generally available to one of ordinary skill in 

the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988)and In re 

Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, the Examiner 

maintains the motivation to combine Schaldach and Kadhiresan set forth in the Office 

Action of 2/17/2006, and indicated above. 

E. The rejection of dependent Claims 14, 18, 22-24, 31, 33, 34, 43, and 47 is 
improper because the asserted combination of Schaldach and Gessman fails to 
teach or suggest each of the claimed limitations and the requisite evidence of 
motivation to combine the references as asserted has not been established. 

In response to applicant's argument that there is no suggestion to combine the 
references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988)and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, the Examiner 
maintains the motivation to combine Schaldach and Gessman set forth in the Office 
Action of 2/17/2006, and indicated above. 

In response to the argument that Gessman fails to teach the limitations of claims 
18 and 23, Gessman is not relied upon for a teaching of providing a visual output 
representative of an audio signal (claim 18) because Schaldach discloses this limitation. 
In regards to claim 23, please see above and note that the user must utilize an external 
device (col. 4, lines 57-65) to initiate communication. 
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F. The rejection of dependent Claims 15, 26-29, 42, and 48 is improper 
because the asserted combination of Schaldach and Riff fails to teach or suggest 
each of the claimed limitations and the requisite evidence of motivation to 
combine the references as asserted has not been established. 

In response to applicant's argument that there is no suggestion to combine the 
references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary skill in 
the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988)and In re 
Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). In this case, the Examiner 
maintains the motivation to combine Schaldach and Riff set forth in the Office Action of 
2/17/2006, and indicated above. 

(11) Related Proceeding(s) Appendix 

No decision rendered by a court or the Board is identified by the examiner in the 
Related Appeals and Interferences section of this examiner's answer. 

For the above reasons, it is believed that the rejections should be sustained. 
Respectfully submitted, 
Michael Kahelin 
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